NOTICE OF FINAL RULEMAKING
TITLE 9. HEALTH SERVICES
CHAPTER 8: DEPARTMENT OF HEALTH SERVICES

FOOD, RECREATIONAL, AND INSTITUTIONAL SANITATION

PREAMBLE
Sections Affected Rulemaking Action
R9-8-101 New Section
R9-8-102 New Section
R9-8-103 New Section
R9-8-104 New Section
Table 1 New Table
R9-8-105 New Section
R9-8-106 New Section
R9-8-107 New Section
R9-8-108 New Section
R9-8-109 New Section
R9-8-111 Repeal
R9-8-112 Repeal
R9-8-113 Repeal
R9-8-114 Repeal
R9-8-115 Repeal
R9-8-116 Repeal



R9-8-117

R9-8-118

R9-8-119

R9-8-121

R9-8-122

R9-8-123

R9-8-124

R9-8-125

R9-8-126

R9-8-127

R9-8-131

R9-8-132

R9-8-133

R9-8-134

R9-8-135

R9-8-136

R9-8-137

R9-8-138

R9-8-139

R9-8-140

R9-8-151

R9-8-156

Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal

Repeal



R9-8-160

R9-8-161

R9-8-162

R9-8-163

R9-8-164

R9-8-165

R9-8-171

R9-8-172

R9-8-173

R9-8-174

R9-8-175

R9-8-176

R9-8-177

R9-8-178

R9-8-181

R9-8-182

R9-8-183

R9-8-184

R9-8-185

R9-8-186

R9-8-187

R9-8-188

Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal
Repeal

Repeal



R9-8-189 Repeal

The specific_authority for the rulemaking, including both the authorizing statute

(general) and the statutes the rules are implementing (specific):

Authorizing statutes: AR.S. 88 36-136(A)(7) and 36-136(F)
Implementing statutes: A.R.S. 88 36-104(1)(b)(i), 36-132(A)(13), 36-136(H)(4), 36-
136(H)(5), and 36-136(H)(7)

The effective date of the rules:

The rules will become effective on October 3, 2001.

A list of all previous notices appearing in the Reqgister addressing the final rule:

Notice of Rulemaking Docket Opening: 5 A.A.R. 3276, September 24, 1999
Notice of Rulemaking Docket Opening: 5 A.A.R. 4579, December 10, 1999

Notice of Proposed Rulemaking: 6 A.A.R. 2626, July 14, 2000

Notice of Supplemental Proposed Rulemaking: 6 A.A.R. 4255, November 13, 2000

The name and address of agency personnel with whom persons may communicate

regarding the rulemaking:

Name: Will Humble, Office Chief

Address: Arizona Department of Health Services
Office of Environmental Health
3815 North Black Canyon Highway
Phoenix, Arizona 85015

Telephone: (602) 230-5941

Fax: (602) 230-5933



or

Name: Kathleen Phillips, Rules Administrator

Address: Arizona Department of Health Services
1740 West Adams, Room 102

Phoenix, Arizona 85007

Telephone: (602) 542-1264
Fax: (602) 542-1090
E-mail: kphilli@hs.state.az.us

An explanation of the rule, including the agency's reasons for initiating the rule:

The rules repeal 9 A.A.C. 8, Article 1 in its entirety and replace it by incorporating by
reference the United States Food and Drug Administration publication, Food Code: 1999
Recommendations of the United States Public Health Service, Food and Drug
Administration, as modified. In addition, the rules add new Sections to include definitions,
applicability, license application procedures, time-frames as required by the Administrative
Procedure Act, license format, license suspension and revocation, inspection standardization
and documentation, and cease and desist and abatement.

The Food Code modifications include the following:

1. Changing definitions and other Sections to comply with Arizona law and program
needs;
2. Including food processing plants within the definition of food establishment and thus

within the purview of the Article;

3. Adapting Sections of the Food Code as required to include food processing plant
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activities;

Changing the hot holding temperature for food to 130° F from 140° F;

Extending the grace period for purchase of new refrigeration equipment to 10 years
from 5 years;

Banning the use of latex gloves in direct contact with food,;

Clarifying that the “person in charge” at a food establishment is the individual
responsible for its management at the time of inspection;

Adding a Section that requires license holders for vending machines to affix a
permanent sign to each vending machine showing a unique identifier for the machine
and a contact telephone number for the license holder;

Deleting Sections that do not comply with the Department of Health Services’
(ADHS’s) statutory authority, that are inconsistent with other rules, or that are not
appropriate for rulemaking; and

Making adjustments necessary to eliminate references to deleted Sections.

The food industry and the government share the responsibility of ensuring that food provided

to consumers is safe and does not become a vehicle in a foodborne illness outbreak. This

shared responsibility extends to ensuring that consumer expectations are met, that food is

unadulterated, and that food is prepared in a clean environment.

The revisions to Article 1 are necessary to provide an updated system of prevention with

overlapping safeguards designed to minimize foodborne illness and to ensure employee

health, management knowledge, safe food, nontoxic and cleanable equipment, and acceptable

levels of sanitation on food establishment premises. The adoption of the Food Code



represents a change from the traditional standards-based system to a scientifically based risk
management system known as Hazard Analysis and Critical Control Point (HACCP). The
traditional standards-based food system is reactive and relies on government inspection for
control of food safety. The new HACCP-based system is proactive in that it requires food
establishment management to be knowledgeable of food safety criteria and to demonstrate
how food is safely produced, stored, served, and sold. Under the new rules, food will be
safer, because HACCP identifies critical control points in food processes and requires
controls that minimize the risk of developing harmful foodborne pathogens. All of these
controls are necessary to control more effectively risk factors that contribute to foodborne
illness outbreaks in Arizona.

The advantages of well-written, scientifically sound, and up-to-date food codes have long
been recognized in ensuring food safety. Accordingly, the United States Food and Drug
Administration continually develops model food codes designed to control more effectively
risk factors that contribute to foodborne illness outbreaks. The Food Code represents the
Food and Drug Administration’s recommendations for developing a uniform system of
regulation to ensure that food at the retail level is safe and that the public is properly
protected.

ADHS has been working with representatives from industry, local health departments,
academia, and the public since June 1998 through the Arizona Food Code Task Force to
develop an updated food code. The Task Force recommended updating Article 1 by
promulgating food safety rules based on the Food Code with a few modifications.

The modifications recommended by the Task Force included lowering the required



temperature for hot holding of foods to 130° F and increasing the grace period for replacing
refrigeration equipment from 5 years to 10 years. In addition, the Task Force recommended
eliminating the exemption of food processing plants in the Food Code. The Task Force and
ADHS believe that the food safety requirements in the new rules are adequate to regulate
food processors. Food processors in Arizona that ship products interstate will still be
required to meet federal food processing requirements.

ADHS added the ban on the use of latex gloves in direct contact with food as a result of
public comment received from an individual with a severe latex allergy during the initial
public comment period for the new rules. Banning the use of latex gloves in direct contact
with food will prevent the adulteration of food that occurs because latex gloves leave a
residue on food. The ban is also consistent with the National Institute for Occupational
Safety and Health’s recommendation that workers be provided with non-latex gloves to use
when there is little potential for contact with infectious materials, such as in the food
industry.® In addition to protecting consumers from food adulterated with latex residue,
banning the use of latex gloves in direct contact with food will protect food establishment
workers from latex exposure in the workplace, which has been proven to cause latex
sensitization and allergy for susceptible individuals. Banning the use of latex gloves by food

establishment workers is also consistent with the recommendations of the Occupational

! National Institute for Occupational Safety and Health, United States Department of
Health and Human Services, DHHS (NIOSH) Pub. No. 97-135, NIOSH Alert: Preventing
Allergic Reactions to Natural Rubber Latex in the Workplace (2nd prtg. August 1997).
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Safety and Health Administration.?

7. A reference to any study that the agency relied on in its evaluation of or justification

for the rule and where the public may obtain or review the study. all data underlying

each study, any analysis of the study and other supporting material:

None

8. A showing of good cause why the rule is necessary to promote a statewide interest if the

rule will diminish a previous grant of authority of a political subdivision of this state:

Not applicable

9. The summary of the economic, small business, and consumer impact:

The new rules will significantly change food management practices by adopting a science-
based evaluation system known as Hazard Analysis and Critical Control Point (HACCP) to
replace the current traditional standards-based system. The traditional standards-based food
system is reactive and relies on government inspection for control of food safety. The new
HACCP-based system is proactive in that it requires food establishment management to be
knowledgeable of food safety criteria and to demonstrate how food is safely produced,
stored, served, and sold. Under the new rules, food will be safer, because HACCP identifies
critical control points in food processes and requires controls that minimize the risk of
developing harmful foodborne pathogens. The reduction of these risks has immediate and
long-term economic benefits because of reduced medical costs, reduced lost work time, and

reduced liability for food establishments. Although there is little satisfactory information

2 QOccupational Safety and Health Administration, United States Department of Labor,
Technical Information Bulletin: Potential for Allergy to Natural Rubber Latex Gloves and other
Natural Rubber Products (April 12, 1999).



relating introduction of a HACCP-based food code to reduction of illnesses, national studies
of federally regulated food processing plants have demonstrated that the economic benefits
of such a food code exceed the economic costs of implementing it.

The new rules will create much more flexibility in food establishment operations by
concentrating on critical control points within food preparation, storage, and service and
allowing variances from provisions of the rules where food safety will not be compromised.
The rules also allow the regulatory authority to adjust frequency of inspection in response
to the risks attributed to individual food establishments. This enables the regulatory
authority to use its resources more effectively by concentrating on more frequent inspections
of food establishments that have been identified as presenting higher risks to consumer
safety.

The most substantial economic impact of the new rules to food establishments will result
from the need to train managers in the new system and from the implementation of HACCP
criteria in food processes. Food establishment managers will have the responsibility of
becoming familiar with the new rules and of bringing their food establishments into
compliance with them. Compliance will require that the criteria prescribed in the new rules
be incorporated into the operations of food establishments. These requirements will have a
substantial economic impact on food establishments during the implementation period. In
the long run, however, good management training and the integration of HACCP principles
should enable food establishments to operate using safer and more efficient food processes.
The reduction of cold holding temperatures from 45° F to 41° F will have an economic

impact on the food industry, but the extent of the impact has been reduced by the extension
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of the compliance period for most equipment to 10 years and the availability of time alone
or time combined with temperature as a safety control in food holding. The reduction of hot
holding temperatures from 140° F to 130° F will provide economic benefits by reducing
energy costs and reducing food waste due to overcooking during hot holding.

The new rules recognize time as a critical control in maintaining food free of harmful
pathogens that cause foodborne illness. The development of processes for preparing,
serving, and storing food using both temperature and time to preserve food safety is at the
heart of compliance with the new rules. These processes, which include temperature
monitoring, labeling prepared food with time and date for disposal, and time monitoring will
impose moderate short-run economic costs. As the processes are developed and refined,
however, they will have only minimal long-term economic costs. The availability of using
time alone to preserve food safety should produce economic benefits by allowing food
establishments more flexibility in food preparation and in marketing products to consumers.
The new rules governing personal hygiene and protection from cross-contamination will add
little cost to the operation of food establishments while providing them with more flexibility.
These provisions have at most a minimal economic impact.

Other new rules are oriented to consumer protection—rules on the display of food and
warnings to consumers, especially highly susceptible populations, about potentially
hazardous foods and rules that allow for safer floor coverings in specific areas of a food
establishment. The impact of these provisions is small, and their economic impact will be
minimal. However, the benefits to consumers in highly susceptible populations are

significant, because foodborne illnesses in these populations are generally more expensive
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to treat and result in more time lost from work.
The new rules for compliance and enforcement provide the regulatory authority much more
flexibility in administering its inspection program. Risk criteria can be used to increase or
decrease the interval between inspections of a food establishment, normally 6 months, while
variances can be granted based on a review of food establishment practices or a HACCP
plan. This additional flexibility for the regulatory authority comes at the expense of
additional documentation requirements. This additional documentation will require more
comprehensive inspections, especially when dealing with variances, and an increase in the
amount of time health inspectors will need to discuss criteria related to food processes with
the management of each food establishment. New HACCP criteria will require
modifications in inspection and reporting forms used by the regulatory authority. However,
ADHS has created optional model forms and will allow counties to maintain HACCP-based
inspection and reporting systems in place as long as they are reviewed by ADHS and meet
the criteria of the new rules. In addition, the new rules place more stringent time limits on
the regulatory authority to follow up on corrections of violations revealed during food
establishment inspections. The regulatory authority will need to retrain its sanitarians and
health inspectors in the new rules and to establish criteria and inspection practices. This may
impose substantial economic costs on the regulatory authority.
The ban on latex glove use will impact the following groups:
1. Food establishments that have been using latex gloves in direct contact with food,
because they will have to select another method for avoiding direct contact with food;

2. Food establishments that, absent the ban, would have chosen to use latex gloves to
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avoid direct contact with ready-to-eat food once the rules went into effect, because
they will have to select another method for avoiding direct contact with food,;

3. Manufacturers of latex and other types of disposable gloves, because they will not
sell as many latex gloves, but may sell more units of other types of gloves, in
Arizona; and

4. Vendors of latex and other types of disposable gloves, because they will not sell as
many latex gloves, but may sell more units of other types of gloves, in Arizona.

There are several types of non-latex gloves available to use in food handling. The prices of

gloves vary depending on the material from which they are made, as shown in the following

table of average retail prices compiled using data from several different vendors.

Type of Disposable Latex | Disposable Vinyl | Disposable Disposable

Glove General Purpose | General Purpose | Polyethylene Nitrile General
Purpose

Quantity 1000 1000 1000 1000

Price $41.38 $41.88 $6.37 $77.83

The vinyl gloves are slightly looser than the latex gloves in their fit, but offer comparable
dexterity and sensitivity. The polyethylene gloves are much looser than latex or vinyl gloves
and thus offer less dexterity and sensitivity. Polyethylene gloves are often used in service
of ready-to-eat foods such as donuts and deli products. The nitrile gloves offer a fit
comparable to that of latex gloves and superior tear strength, dexterity, and sensitivity.

For a food establishment that has been using latex gloves to avoid direct contact with ready-

to-eat food, the ban on latex glove use in direct contact with food could result in a minimal-
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to-moderate economic impact. The food establishment will have to switch from latex gloves
to another type of glove, another type of utensil, or a handwashing plan once the new rules
go into effect. Assuming that a typical food establishment uses 5000 gloves each month, and
that the food establishment switches to vinyl gloves from latex gloves, the food
establishment will incur a minimal annual increase of $30.00, based on the average prices
in the table above. If the food establishment switches to nitrile gloves, the food
establishment will incur a moderate annual increase of $2,187.00 in glove purchase costs.
On the other hand, if the food establishment switches to polyethylene gloves, the food
establishment will save $2,100.60 annually in glove purchase costs. Of course, polyethylene
gloves do not suit all food establishment needs, due to their lack of elasticity and dexterity,
and nitrile gloves may offer more elasticity and dexterity than a food handler really needs.
A number of other possible impacts may occur if the food establishment switches to a
different utensil or ahandwashing plan, none of them anticipated to be any more burdensome
than switching to another type of glove.

Those food establishments that would have purchased latex gloves rather than using another
utensil or a handwashing plan to avoid direct contact with ready-to-eat food once the new
rules went into effect will incur similar impacts depending on the choice made for an
alternate glove, other utensil, or handwashing plan.

The ban on latex glove use in direct contact with food may have a substantial impact on latex
glove manufacturers. The impact is merely speculative, however, because it is not possible
to predict the number of food establishments that would have chosen latex gloves as the

utensil of choice to avoid direct contact with ready-to-eat food once the rules went into
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effect.

Itis also important to note that the new requirement to avoid direct contact with ready-to-eat
food is actually creating a market for sales of gloves and other utensils that did not exist
previously. Thus, glove manufacturers, which typically manufacture more than 1 type of
glove, actually stand to benefit substantially from the new rules because of dramatically
increased sales of non-latex gloves in Arizona.

The same is true for glove vendors, which typically sell all of the varieties discussed above.
Those vendors will potentially lose sales of latex gloves, but will also gain sales of other
gloves probably to the same or even to a greater extent. According to at least 1 vendor, sales
of latex gloves have already dropped off, and vinyl and polyethylene glove sales have
increased, as different industries such as child care and medical care have become more
sensitive to the risks of using latex.

The requirement that license holders for vending machines affix permanent signs to the
vending machines could result in a minimal impact for each license holder. If the license
holder does not already have signs that comply with the rule, the license holder will need to
create or purchase the signs to place on the vending machines and will need to place them.
The economic impact will result from the creation or purchase of the signs, because the
license holder can place the signs on routine trips to the vending machines and will not need
to make special trips to place the signs. ADHS anticipates that license holders not already
in compliance will purchase or produce small adhesive decals to use as signs. If a license
holder produces the decals, the cost will be minimal, including supplies and labor, probably

costing less than $50.00. If a license holder purchases custom-made decals, the cost will also
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be minimal. For example, a set of 125 consecutively numbered 2” by 3” vinyl stickers
screenprinted with a company name and phone number in a single color would cost
approximately $225.00. It is estimated that there are approximately 1148 vending machine
companies in Arizona.?

The rule only affects those vending machines that are food establishments—those that hold
food other than prepackaged, non-potentially hazardous food. It is estimated that most
license holders for vending machines have few vending machines that will be affected by this
rule. Inquiries to 3 large vending machine companies revealed that only 2-4% of their
machines (20 or fewer for each) would be affected. It is also estimated that almost all
vending machine companies already affix permanent signs to their vending machines with
company name and telephone number. Thus, most license holders will only need to add a
unique identifier to each vending machine in order to come into compliance with the new

rule.

® This is based on Maricopa County’s estimate that it currently licenses 15% of the
vending machine companies in Maricopa County. Because Maricopa County now licenses 93
vending machine companies, the estimated total of vending machine companies in Maricopa
County is 620. Assuming that vending machine companies are distributed throughout the state in
equivalent proportions to total food establishments in the state, approximately 54% of vending
machine companies are located in Maricopa County. Thus, the estimated total of vending
machine companies in Arizona is approximately 1148.
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Summary of Small Business Impacts

About 96% of the food establishments in Arizona, including individual grocery,
convenience, and fast food stores that are part of large chains, employ fewer than 100
persons. When chain stores are eliminated, the percentage is significantly reduced.
Individual establishments that are part of large chains but that employ fewer than 100 people
have been included in the small business category. Those individual establishments that are
owned by large corporations are not small businesses as defined by A.R.S. § 41-1001,
however, because they are not independently owned and operated and, with their affiliates,
have more than 100 employees and gross annual receipts much greater than $4 million.
Those individual establishments that are owned by individual franchisees or other individuals
are generally small businesses. It is not possible to determine the actual number of small
businesses because no entity within Arizona tracks the number of small businesses within
the state.

Many of the large chains have already begun to incorporate the Food Code and HACCP
principles into their operations. For example, chain grocery stores in Maricopa County are
sending as many as 8 managers from each store for certification training and testing. Also,
a large convenience store chain is in the process of training at least 1 certified food manager
per store in Arizona. Even at the individual store level, food establishments that are
affiliated with large chains enjoy economies of scale in purchasing, financing, and training.
As aresult, these small businesses will not be as heavily impacted by the changes in the new
rules. Small business food establishments that are not owned by a franchise of a large

corporation do not enjoy these same benefits.
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Because independent, owner-operated food establishments do not experience the same
economies of scale as their large competitors, they may be affected to a greater degree by the
adoption of the new rules. National studies have suggested that small businesses will receive
relatively fewer benefits from the Food Code per unit of cost. One reason for this is that the
improved health benefits that will result from the adoption of the Food Code are societal and
not necessarily associated with a given establishment (although a reduction in the risks of a
foodborne illness outbreak occurring at a facility is an economic benefit to the facility).
Where chain food establishments should see reductions in the cost of conforming to the new
rules from the realization of efficiencies of production, smaller independent food
establishments may not realize the long-run cost reductions to the same degree.

Even though small businesses may be impacted relatively more by the adoption of the new
rules, they will realize many of the efficiencies that will be brought about through planning
and the cooperation of health department inspectors well versed in the new rulesand HACCP
principles. Some small business owners have already reported working successfully with
Maricopa County Health Department inspectors to develop processes based on HACCP
principles.*

The conversion to cold holding at 41°F may especially impact small businesses that are not

* Food establishments in Maricopa County are already required to have at least 1 certified

food manager on staff as of January 1, 2000. Maricopa County amended its health code in 1999
to require its food establishments to employ a certified food manager. Although the new rules do
not require certification, the training attended or the study completed to attain certification should
provide food managers with the knowledge necessary to succeed in inspections accomplished
under these rules. Maricopa County food establishments will thus not be as heavily impacted by
these new rules. Nor will the Maricopa County Health Department be as heavily impacted as
may the health departments of those counties that have not yet adopted HACCP principles.
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affiliated with large chains because many of these owner-operated food establishments have
traditionally purchased used refrigeration equipment when starting up business. Although
the new rules allow 10 years for the replacement of substandard refrigeration equipment,
food establishments that are new or that undergo a change in ownership must immediately
become compliant. This may preclude the start up of some new food establishments and the
sale of others.

The new criteria dealing with reinspection of food code violations by the regulatory authority
should assist small businesses. The more stringent time limits for these reinspections after
deficiencies have been corrected will enable small business owners to correct problems and
return to normal operations in a more timely manner.

In spite of the recognition that independent small business food establishments may be more
heavily burdened by the new rules than will be larger food establishments or small business
food establishments affiliated with large chains, there is no viable means to reduce the effect
of the new rules on small business. The new rules will establish the safety standards for food
prepared, served, and sold within the state. They are based on current scientific knowledge
and are designed to reduce the risks of foodborne illness outbreaks by controlling the critical
points within food processes. In order to be effective, those standards must be applied
uniformly throughout the state, regardless of the size of the food establishment being
regulated.

ADHS, the Governor’s Regulatory Review Council, and the Office of the Secretary of State
will bear the costs of the rulemaking, which are estimated to be moderate for ADHS and

minimal-to-moderate for the Governor’s Regulatory Review Council and the Office of the
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10.

Secretary of State.

A description of the changes between the proposed rules, including supplemental

notices, and final rules (if applicable):

The Notice of Proposed Rulemaking was published on July 14, 2000. ADHS held oral
proceedings on August 14, August 15, and August 18, 2000. ADHS received a number of
comments, including a request for a ban on the use of latex gloves, a request that vending
machines be required to have numbers posted on them so that consumers have some recourse
when the food within a vending machine is spoiled, a request for clarification of the term
“person in charge,” and several comments regarding cross-referencing and typographical
errors in the proposed rules. ADHS made changes to address these comments and published
a Notice of Supplemental Proposed Rulemaking on November 13, 2000.

ADHS held an oral proceeding on December 18, 2000, and received 1 oral comment in
support of the ban on latex gloves. In addition, ADHS received several written comments
and oral comments during the public comment period. After reviewing these comments and
conducting an internal review of the proposed rules, ADHS made the following changes:
In response to a request from all 15 county health departments for a 6-month delay of the
effective date for the new rules, ADHS designated an effective date of October 3, 2001.
Throughout the rules, where “FC” is used to cite to the Food Code, ADHS has deleted the
comma after “FC”.

In R9-8-102(1), ADHS added the word “meat” to be consistent with the language of A.R.S.
§ 36-136(H)(4).

In R9-8-102(8), ADHS removed the comma after “9 A.A.C. 20".
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In R9-8-104(A), ADHS changed “county boards of health, local health departments, and
municipalities” to “a local health department or public health services district” to be
consistent with the language of A.R.S. § 36-136(D) and the remainder of the new rules.

In R9-8-106(B), ADHS separated subsection (B)(1) into subsections (B)(1) and (2) and
renumbered subsection (B)(2) to (B)(3) to make the rule more clear, concise, and
understandable.

In R9-8-107(B)(19), ADHS changed “recordkeeping” to “record keeping” to be consistent
with the language of the Food Code.

In R9-8-107(B)(21), ADHS inserted a space in “54° C”.

In R9-8-107(B)(43), ADHS changed the commas in the displayed list to semicolons.

In R9-8-108(D), ADHS added “If aREGULATORY AUTHORITY desires to create its own
inspection form,”; changed “A” to “the”; and changed “an” to “its”.

In R9-8-108(E)(1)(b), ADHS changed “individual inspectors” to “each inspector”.

In R9-8-108(E)(1)(c), ADHS changed “with incongruous reports” to “for which inspection
reports are incongruous” and changed “any problems in the inspector’s application of the
rules” to “a misapplication of the rules by the inspector”.

In R9-8-108(E)(1)(d), ADHS added “by a quality assurance inspector” and changed “a
problem in applying the rules” to “misapplied the rules”.

In R9-8-108(E)(1)(d)(i), ADHS changed “problems in the inspector’s application of the
rules” to “misapplication of the rules by the inspector”.

In R9-8-108(E)(1)(e), ADHS changed “problems in an inspector’s application of the rules”

to “misapplication of the rules by the inspector”.
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In R9-8-109(B)(2), ADHS changed “LICENSE HOLDER” to “LICENSE HOLDER’s”.

11. A summary of the principal comments and the agency response to them:

A. First Comment Period

Public Comment

ADHS Response

Three related commenters urged ADHS to
ban latex glove use for food handlers because
the handling of food with latex gloves can
cause severe, life-threatening allergic
reactions for latex-allergic individuals who
consume the food. One of the commenters is
a registered nurse with latex allergy who was
forced by her allergy to stop working in a

hospital setting.

ADHS is banning the use of latex gloves by
food handlers handling ready-to-eat food by
adding “non-latex” before “SINGLE-USE
gloves” in F.C. § 3-301.11(B). ADHS is also
banning the use of latex gloves by food
handlers handling other food by adding a new
F.C. 1 3-304.15(E) to read:

“(E) Latex gloves may not be used in direct

contact with FOOD.”

A representative of a fast-food restaurant
chain expressed support for the new rules and

for the ban on latex glove use.

ADHS appreciates the support.

A representative of the Arizona Restaurant
Association who also owns 40 fast-food
restaurants in Arizona expressed support for

the new rules and for a ban on latex glove

use.

ADHS appreciates the support.
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The definition of “person-in-charge” should
be clarified to state that there is 1 person-in-
charge for a food establishment at a time, so
that inspectors do not expect just any
employee to make the demonstration of

knowledge under F.C. § 2-102.11.

ADHS is modifying F.C. { 1-201.10(B)(54)
to read:

“(54) “Person in charge’ means the
individual present at a FOOD
ESTABLISHMENT who is responsible for
the management of the operation at the time

of inspection.”

A registered sanitarian employed by a county
health department expressed support for the

new rules and for a ban on latex gloves.

ADHS appreciates the support.

Food processors should be required to include
a sell-by date on the label that they place on
potentially hazardous food that they package,
which could be accomplished by adding a
new F.C. § 3-602.11(B)(6) to read:

“(6) The sell-by date as determined in 3-

501.18(A).”

ADHS is not making any changes in response
to this comment. Addition of the suggested
text would require all food establishments to
include a sell-by date on all food that they
package, whether potentially hazardous or
not. This would clearly exceed the area of
concern, which is sale of potentially
hazardous food that is no longer safe for

consumption.

23




Change the exclusionary language in the
definition of “food establishment” at F.C. |1-
201.10(B)(31)(c)(i) from “An establishment
that offers only prePACKAGED FOODS that
are not POTENTIALLY HAZARDOUS” to
“An establishment that offers only
prePACKAGED FOODS made by a Food
Processor, FOOD PROCESSING PLANT, or
Food Manufacturer”. The commenter’s
rationale was that this would allow counties
to continue to issue licenses to mobile food
establishments that safely sell hot, cold, and
frozen potentially hazardous foods. The
commenter expressed a desire to have a
separate set of standards for mobile food

establishments.

ADHS is not making any changes in response
to this comment. The suggested change in
language, rather than allowing the counties to
continue to license mobile food
establishments that sell only prepackaged
potentially hazardous foods, would exclude
establishments that sell only prepackaged
potentially hazardous foods from the
definition of “food establishment” and thus
from the rules. The Food Code appropriately
excludes establishments that offer only non-
potentially hazardous prepackaged foods,
because they do not create a risk for
foodborne illness.

ADHS also believes that the Food Code gives
ample consideration to the differences
between mobile food establishments and

stationary food establishments.
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F.C. 1 3-701.11(C) includes a reference to
F.C. 8 2-201.12, which is deleted by A.A.C.

R9-8-107.

ADHS is modifying F.C. § 3-701.11(C) by
replacing “who has been restricted or
excluded as specified under § 2-201.12” with
“who has any of the conditions that require
reporting to the PERSON IN CHARGE under
§ 2-201.11 or who has been excluded by the
REGULATORY AUTHORITY under the

communicable disease rules at 9 A.A.C. 6”.

F.C. 14-703.11(C)(4) should refer to F.C. {

1-201.10(B)(72).

ADHS is not making any changes in response
to this comment, because F.C. { 4-
703.11(C)(4) does referto F.C. { 1-

201.10(B)(72).

F.C. 15-501.116(A) should not refer to F.C. §
5-402.12, a mobile food establishment

section.

ADHS is modifying F.C. § 5-501.116(A) by
replacing “§ 5-402.12” with “88 5-402.13 and

5-403.11".

F.C. 8-304.11(D) includes a reference to
F.C. 8 2-201.15, which is deleted by A.A.C.

R9-8-107.

ADHS is modifying F.C. { 8-304.11(D) to
read: “Require FOOD EMPLOYEE
applicants to whom a conditional offer of
employment is made and FOOD
EMPLOYEES to report to the PERSON IN
CHARGE the information required under § 2-

201.11”.
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In A.A.C. R9-8-104(C), the number “41” was

omitted from the A.R.S. citation.

ADHS is adding the number “41” to the

A.R.S. citation in A.A.C. R9-8-104(C).

Food establishments should be allowed to do

self inspections.

ADHS is not making any changes in response
to this comment. Food establishments are
free to perform self inspections as a
management tool, but the regulatory authority
will not recognize those self inspections as
inspections by the regulatory authority. To do
so could compromise the effectiveness of
inspections and undermine efforts to
standardize application of the rules to

different food establishments.

A representative of a county environmental
services department expressed support for the

new rules.

ADHS appreciates the support.

A representative of a grocery store chain
expressed support for the new rules and for a

ban on the use of latex gloves.

ADHS appreciates the support.
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Several commenters expressed a need for a
training phase to occur after the new rules
become effective, perhaps by allowing food
establishments to take several months to get
into compliance after the rules become
effective, but hesitated to support a delayed

effective date.

ADHS does not believe that it would be
appropriate for the county health departments
to inspect using the old standards after the
new rules become effective. However, in
response to this comment, a comment in the
2nd public comment period, and a later
request from all 15 county health departments
for a 6-month delay in the effective date of
the rules, ADHS is designating an effective

date of October 3, 2001.
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A commenter expressed concern about the
deletion of F.C. 8§ 2-201.12 to 2-201.15,
because it eliminates the requirement that the
person in charge report to the regulatory
authority when an employee has a
communicable disease. The commenter
recommended that ADHS include language in
the rules to require the person in charge to
notify the regulatory authority of an
employee’s communicable disease, because
the report from the diagnosing health care
provider or the clinical laboratory may not
come to the regulatory authority until after an

outbreak has begun.

ADHS is not making any changes in response
to this comment. A.A.C. R9-6-202 requires
a physician, the administrator of a health care
facility, or an authorized representative to
report by telephone or equally expeditious
means any of a list of foodborne illnesses to
the local health agency within 24 hours of
diagnosis in a food handler. Other rulesin 9
A.A.C. 6 require the local health agency to
exclude cases with specific foodborne
illnesses (and sometimes contacts of cases)
from food handling for the specific periods
stated in the rules, which differ from those in
the Food Code. Although ADHS believes
that the current communicable disease rules
are adequate to control foodborne illness, it is
in the process of drafting revised rules for 9
A.A.C. 6 as the result of a 5-year-review
report. ADHS is considering whether a
reporting requirement for persons in charge

should be added to 9 A.A.C. 6.
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A representative of a county environmental
health unit expressed support for the new

rules.

ADHS appreciates the support.

A commenter expressed concern about the
lack of hair restraint use by food handlers in

fast food restaurants.

ADHS is not making any changes in response
to this comment. F.C. § 2-402.11 requires
food employees to wear hair restraints that are
designed and worn to keep their hair from
contacting exposed food; clean equipment,
utensils, and linens; and unwrapped single-
service and single-use articles. There is an
exception for food employees who present a
minimal risk for contamination due to the

nature of their duties.

A commenter expressed concern about the
lack of glove use by food handlers in fast

food restaurants.

ADHS is not making any changes in response
to this comment. F.C. { 3-301.11(B) states
that except when washing fruits and
vegetables as specified under F.C. § 3-302.15
or when otherwise approved, food employees
may not contact exposed ready-to-eat food
with their bare hands and shall use suitable

utensils.

29




A commenter expressed concern about the
general bad hand sanitation practices of food
handlers (for example, wiping sweat off the
brow with the hand and then touching food
without washing the hand), which the
commenter believes should be addressed in

the new rules.

ADHS is not making any changes in response
to this comment. F.C. § 2-301.14 requires
food employees to clean their hands as
specified under § 2-301.12 immediately
before engaging in food preparation and in
other specific circumstances, such as after
touching bare human body parts other than
clean hands and clean exposed portions of the

arms.

A commenter expressed concern that the rules
use “shall” rather than “must”, because
Webster’s Dictionary states that “shall” is not
a command and should not be used in law,
while “must” denotes a compulsion or

obligation.

ADHS is not making any changes in response
to this comment. The Arizona Rulemaking
Manual, published by the Office of the
Secretary of State, requires the use of “shall”
in rulemaking to indicate a mandatory duty,
direction, or command and prohibits the use

of “must” in rulemaking.
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F.C. § 2-102.11should be modified to require
certification as a food protection manager
through passing a test that is part of an
accredited course as the only means of
demonstrating knowledge, because allowing
demonstration of knowledge through
answering food safety questions posed by
inspectors is too subjective. Unless the
questions are agreed upon in advance and are
consistent, the provision for demonstration of
knowledge through answering questions is
too open for interpretation and could be

subject to abuse.

ADHS is not making any changes in response
to this comment. ADHS believes that the
demonstration of knowledge provisions in
F.C. 8 2-102.11 can be implemented properly.
Having various options available to
demonstrate knowledge is an important
option for many food establishments in
minimizing the economic impact of these new

rules on small businesses.
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A commenter expressed concern about a
“ban” on latex gloves, because not everybody
is allergic to them, and some people have

used them quite well.

ADHS is not making any changes in response
to this comment. ADHS believes that,
although only a small percentage of the
population suffers from latex allergy, the
nature of the allergy can be so severe and life-
threatening that a prohibition on handling
food with latex gloves is appropriate. In
addition, prohibiting the use of latex gloves
for food handling should help to prevent
sensitization of food handlers and those who
work near them, because research has
demonstrated that prolonged exposure to
latex can lead to sensitization and allergy in
individuals who did not previously react to

latex.
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Kitchens in prisons are dirty and infested with [ ADHS is not making any changes in response
mice and roaches, and the prisons are serving | to this comment. The new rules, like the old
food that is marked as unfit for human rules, prohibit food establishments from
consumption. having unsanitary conditions and from
serving food that is not from an approved
source. For state prisons, this is an issue of
ineffective enforcement of the rules rather
than an issue of insufficient rules. ADHS
does not have jurisdiction to regulate federal

prison kitchens, which are regulated by the

Bureau of Prisons.
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Vending machines in the federal prisons are
filled with spoiled and moldy food. They are
not being inspected, and there is no one for
visitors to complain to. All vending machines
should have numbers posted on them or
comment boxes nearby to provide feedback to

the local authorities about the food in them.

ADHS does not have jurisdiction to inspect
vending machines located within federal
prisons. However, ADHS is modifying the
Food Code by adding the following:
“6-501.116 Vending Machine Signs.

The LICENSE HOLDER for a VENDING
MACHINE shall affix to the VENDING

MACHINE a permanent sign that includes:

1. A unique identifier for the VENDING
MACHINE, and
2. A telephone number for

CONSUMERS to contact the

LICENSE HOLDER.”

Kitchens in federal prisons are infested with
mice and roaches. There should be local
oversight and regulation of federal prison

food service.

ADHS is not making any changes in response
to this comment. ADHS does not have
jurisdiction to regulate federal prison
kitchens, which are regulated by the Bureau

of Prisons.
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B. Second Comment Period

Public Comment

ADHS Response

The registered nurse with latex allergy who
originally brought latex allergy to ADHS’s
attention provided ADHS with additional
information about latex allergy and expressed
support for banning the use of latex gloves by

food handlers.

ADHS appreciates the support.

A representative of a county health
department informed ADHS that the counties
need some time to get ready before the

approved rules go into effect.

In response to this comment and a later
request from all 15 county health departments
for a 6-month delay in the effective date of
the rules, ADHS is designating an effective

date of October 3, 2001.

A representative of a county health
department requested clarification of the
vending machine provision because the
county does not currently permit each
individual vending machine. The
representative of the county health
department believed that the provision
applied to all vending machines, not just to

those that contain potentially hazardous food.

ADHS explained that the vending machine
provision applies only to those vending
machines that are food establishments—those
that contain potentially hazardous food. The
vending machines to which the provision
applies are a very small percentage of the
machines within the state. The vast majority
of vending machines do not contain

potentially hazardous food.
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A registered nurse disabled because of latex
allergy requested that ADHS consider
banning the use of latex gloves for any
purpose in a food establishment, not just in
direct contact with food. She stated that when
powdered gloves are used, the powder, which
is allergenic, can be inhaled even hours later.
She also provided ADHS with information

about latex allergy.

ADHS is not making any changes in response
to this comment. ADHS was unable to find
documentation of allergic reactions in
consumers as a result of non-food handler’s
using latex gloves in a food establishment and
is concerned about the economic impact of
banning the use of latex gloves for functions

such as cleaning.

A commenter wrote to inform ADHS that the
Occupational Safety and Health
Administration has begun citing and fining
employers who provide employees latex
gloves to perform non-patient care tasks such

as kitchen duties and housekeeping.

ADHS is not making any changes in response

to this comment.
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A medical technologist now disabled by latex
allergy wrote to inform ADHS that, as a
frequent visitor to Arizona, she has been
frustrated because most food establishments
where she has attempted to eat in Arizona use
latex gloves. The commenter urged ADHS to
ban the use of latex gloves in all food

preparation.

ADHS is banning the use of latex gloves in

direct contact with food.

A commenter wrote to request that Arizona
be proactive with banning gloves from food

preparation.

ADHS is banning the use of latex gloves in

direct contact with food.

The mother of a latex-allergic child wrote in
support of the ban on the use of latex gloves
in food preparation and noted that a public
school in Flagstaff banned the use of latex
gloves in its cafeteria 3 years ago in response

to her son’s latex allergy.

ADHS appreciates the support.

A registered nurse disabled by latex allergy
wrote to educate ADHS about the dangers of

latex and to thank ADHS for its support.

ADHS appreciates the support.

37




A commenter wrote to express concern about | ADHS is banning the use of latex gloves in
the growing epidemic of dangers associated direct contact with food.
with the use of latex gloves in public places

such as hospitals and restaurants.

C. Post-Comment Period

Public Comment ADHS Response

ADHS received a request from all 15 county [ ADHS is designating an effective date of

health departments for a 6-month delay in the | October 3, 2001.

effective date of the rules.

12. Any other matters prescribed by statute that are applicable to the specific agency or to

any specific rule or class of rules:

Not applicable

13. Incorporations by reference and their location in the rules:

R9-8-107:  United States Food and Drug Administration, Food Code: 1999
Recommendations of the United States Public Health Service, Food and Drug
Administration (1999).

14. Was this rule previously adopted as an emergency rule?

No.

15. The full text of the rules follows:
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TITLE 9. HEALTH SERVICES
CHAPTER 8. DEPARTMENT OF HEALTH SERVICES
FOOD, RECREATIONAL AND INSTITUTIONAL SANITATION
ARTICLE 1. FOOD AND DRINK

R9-8-101. Definitions

In addition to the terms defined in the material incorporated by reference in A.A.C. R9-8-107,

which are designated by all capital letters, the following definitions apply in this Article, unless

otherwise specified:

1. “Agency” means any board, commission, department, office, or other administrative unit

of the federal government, the state, or a political subdivision of the state.

2. “Applicant” means the following PERSON requesting a LICENSE:

a. If an individual, the individual who owns the FOOD ESTABLISHMENT;

b. If a corporation, any 2 officers of the corporation;

[ If a limited liability company, the designated manager or, if no manager is
designated, any 2 members of the limited liability company:;

d. If a partnership, any 2 of the partners;

e. If a joint venture, any 2 individuals who signed the joint venture agreement;

f. If a trust, the trustee of the trust;

a. If a religious or nonprofit organization, the individual in the senior leadership
position within the organization.

h. If a school district, the superintendent of the district;

If an agency, the individual in the senior leadership position within the agency; or
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I If a county, municipality, or other political subdivision of the state, the individual

in the senior leadership position within the county, municipality, or political

subdivision.

“Department” means the Arizona Department of Health Services.

“FC” means the United States Food and Drug Administration publication, Food Code:

1999 Recommendations of the United States Public Health Service, Food and Drug

Administration (1999), as modified and incorporated by reference in A.A.C. R9-8-107.

“Incongruous” means inconsistent with the inspection reports of other inspectors or the

REGULATORY AUTHORITY as a whole because significantly more or fewer violations

of individual CRITICAL ITEMS are documented.

“Prepare” means to process commercially for human consumption by manufacturing,

packaging, labeling, cooking, or assembling.

“Public health control” means a method to prevent transmission of foodborne illness to

the CONSUMER.

“Remodel” means to change the PHYSICAL FACILITIES or PLUMBING FIXTURES in

a FOOD ESTABLISHMENT’S FOOD preparation, storage, or cleaning areas through

construction, replacement, or relocation, but does not include the replacement of old

EQUIPMENT with new EQUIPMENT of the same type.

“Requester” means a PERSON who requests an approval from the REGULATORY

AUTHORITY, but who is not an applicant or a LICENSE HOLDER.

R9-8-102. Applicability

This Article does not apply to the following:
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Beneficial use of wildlife meat authorized in A.R.S. § 17-240 and A.A.C. Title 12,

Chapter 4, Article 1;

Milk and milk products, which shall comply with A.R.S. Title 3, Chapter 4 and A.A.C.

Title 3, Chapter 2, Article 8;

Group homes, as defined in A.R.S. Title 36, Chapter 5.1, Article 1;

Child care group homes, as defined in A.R.S. Title 36, Chapter 7.1, Article 4;

Residential group care facilities, as defined in A.A.C. Title 6, Chapter 5, Article 74, that

have 20 or fewer clients;

Assisted living homes, as defined in A.A.C. Title 9, Chapter 10, Article 7;

Adult day health care services, as defined in A.A.C. Title 9, Chapter 10, Article 7, that

have 15 or fewer clients; and

Behavioral health service agencies licensed under A.A.C. Title 9, Chapter 20 that provide

residential or partial care services for 10 or fewer clients.

R9-8-103. Food Establishment License Application

A.

To obtain a FOOD ESTABLISHMENT LICENSE, an applicant shall complete and

submit to the REGULATORY AUTHORITY a FOOD ESTABLISHMENT LICENSE

application form supplied by the REGULATORY AUTHORITY that indicates all of the

following:

1. The full name, telephone number, and mailing address of the applicant;

The name, telephone number, and street address of the FOOD

ESTABLISHMENT;

|

Whether the FOOD ESTABLISHMENT is mobile or stationary:;
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Whether the FOOD ESTABLISHMENT is temporary or permanent;

Whether the FOOD ESTABLISHMENT facility is one of the following:

a. A new construction that is not yet completed,

b. An existing structure that is being converted for use as a FOOD

ESTABLISHMENT, or

c An existing FOOD ESTABLISHMENT facility that is being remodeled:;

Whether the FOOD ESTABLISHMENT prepares, offers for sale, or serves

POTENTIALLY HAZARDOUS FOQOD;

Whether the FOOD ESTABLISHMENT does any of the following:

a. Prepares, offers for sale, or serves POTENTIALLY HAZARDOUS FOOD

only to order upon CONSUMER request;

b. Prepares, offers for sale, or serves POTENTIALLY HAZARDOUS FOOD
in advance in quantities based on projected CONSUMER demand;

C. Prepares, offers for sale, or serves POTENTIALLY HAZARDOUS FOOD
using time alone, rather than time and temperature, as the public health
control as described in FC § 3-501.19;

d. Prepares POTENTIALLY HAZARDOUS FOOD in advance using a

multiple stage FOOD preparation method that may include the following:

Combining POTENTIALLY HAZARDOUS FOOD ingredients,

ii. Cooking,
iii. Cooling,
V. Reheating,
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V. Hot or cold holding,

Vi. Freezing, or

vii.  Thawing;

e. Prepares FOOD as specified under subsection (A)(7)(d) for delivery to and
consumption at a location off of the PREMISES where prepared; or

f. Prepares FOOD as specified under subsection (A)(7)(d) for service to a

HIGHLY SUSCEPTIBLE POPULATION;

a. Does not prepare FOOD, but offers for sale only pre-PACKAGED FOOD

that is not POTENTIALLY HAZARDOUS FOOD; and

8. The applicant’s signature and the date signed.

An applicant who operates FOOD ESTABLISHMENTS at multiple locations shall

submit a completed LICENSE application for each location.

R9-8-104. Time-frames

A.

|oo

This Section applies to the Department and to a local health department or public health

services district to which the duty to comply with A.R.S. 88 41-1074 through 41-1076 has

been delegated by the Department.

The overall time-frame described in A.R.S. § 41-1072 for each type of approval granted

by the REGULATORY AUTHORITY s set forth in Table 1. The applicant, LICENSE

HOLDER, or requester and the REGULATORY AUTHORITY may agree in writing to

extend the substantive review time-frame and the overall time-frame. An extension of the

substantive review time-frame and the overall time-frame may not exceed 25% of the

overall time-frame.
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The administrative completeness review time-frame described in A.R.S. § 41-1072 for

each type of approval granted by the REGULATORY AUTHORITY s set forth in Table

1 and begins on the date that the REGULATORY AUTHORITY receives an application

or request for approval.

1.

2.

The REGULATORY AUTHORITY shall mail a notice of administrative

completeness or deficiencies to the applicant, LICENSE HOLDER, or requester

within the administrative completeness review time-frame.

[&
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A notice of deficiencies shall list each deficiency and the information and

documentation needed to complete the application or request for approval.

If the REGULATORY AUTHORITY issues a notice of deficiencies

within the administrative completeness review time-frame, the

administrative completeness review time-frame and the overall time-frame

are suspended from the date that the notice is issued until the date that the

REGULATORY AUTHORITY receives the missing information from the

applicant, LICENSE HOLDER, or reqguester.

If the applicant, LICENSE HOLDER, or requester fails to submit to the

REGULATORY AUTHORITY all of the information and documents

listed in the notice of deficiencies within 180 days from the date that the

REGULATORY AUTHORITY mailed the notice of deficiencies, the

REGULATORY AUTHORITY shall consider the application or request

for approval withdrawn.

If the REGULATORY AUTHORITY .issues a LICENSE or other approval to the
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applicant, LICENSE HOLDER, or requester during the administrative

completeness review time-frame, the REGULATORY AUTHORITY shall not

issue a separate written notice of administrative completeness.

The substantive review time-frame described in A.R.S. § 41-1072 is set forth in Table 1

and beqins on the date of the notice of administrative completeness.

1.

[N

|

The REGULATORY AUTHORITY shall mail written notification of approval or

denial of the application or other request for approval to the applicant, LICENSE

HOLDER, or requester within the substantive review time-frame.

As part of the substantive review for a FOOD ESTABLISHMENT LICENSE, the

REGULATORY AUTHORITY may complete an inspection that may require

more than 1 visit to the FOOD ESTABLISHMENT.

During the substantive review time-frame, the REGULATORY AUTHORITY

may make 1 comprehensive written request for additional information, unless the

REGULATORY AUTHORITY and the applicant, LICENSE HOLDER, or

requester have agreed in writing to allow the REGULATORY AUTHORITY to

submit supplemental requests for information.

a. The comprehensive written request regarding a FOOD

ESTABLISHMENT LICENSE application may include a request for

submission of plans and specifications, as described in FC § 8-201.11.

=

The comprehensive written request regarding a request for a VARIANCE

under FC § 8-103.10 may include a request for a HACCP PLAN., as

described in FC § 8-201.13(A), if the REGULATORY AUTHORITY
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determines that a HACCP PLAN is required.

If the REGULATORY AUTHORITY issues a comprehensive written

request or a supplemental request for information, the substantive review

time-frame and the overall time-frame shall be suspended from the date

that the REGULATORY AUTHORITY .issues the request until the date

that the REGULATORY AUTHORITY receives all of the information

requested.

The REGULATORY AUTHORITY shall issue a license or an approval unless:

=

[©

=
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For a FOOD ESTABLISHMENT LICENSE application, the

REGULATORY AUTHORITY determines that the application for a

FOOD ESTABLISHMENT LICENSE or the FOOD ESTABLISHMENT

does not satisfy all of the requirements of this Article;

For a request for a VARIANCE, the REGULATORY AUTHORITY

determines that the request for a VARIANCE fails to demonstrate that the

VARIANCE will not result in a health HAZARD or nuisance;

For a request for approval of plans and specifications, the REGULATORY

AUTHORITY determines that the plans and specifications do not satisfy

all of the requirements of this Article;

For a request for approval of a HACCP PLAN, the REGULATORY

AUTHORITY determines that the HACCP PLAN does not satisfy all of

the requirements of this Article;

For a request for approval of an inspection form, the Department
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determines that the inspection form does not satisfy all of the requirements

of A.A.C. R9-8-108(B)-(C); or

For a request for approval of a quality assurance program, the Department

determines that the quality assurance program does not satisfy all of the

requirements of A.A.C. R9-8-108(E)(1).

If the REGULATORY AUTHORITY disapproves an application or request for

approval, the REGULATORY AUTHORITY shall send to the applicant,

LICENSE HOLDER, or requester a written notice of disapproval setting forth the

reasons for disapproval and all other information required by A.R.S. § 41-1076.

E. For the purpose of computing time-frames in this Section, the day of the act, event, or
default from which the designated period of time begins to run shall not be included.
Intermediate Saturdays, Sundays, and legal holidays shall be included in the computation.
The last day of the period so computed shall be included unless it is a Saturday, a Sunday,
or a legal holiday, in which event the period runs until the end of the next day that is not a
Saturday, a Sunday, or a legal holiday.

Table 1. Time-frames (in days)

Type of Approval Statutory Overall Time-frame | Administrative Substantive Review
Authority Completeness Time-frame
Review Time-frame
FOOD ARS. § 36- 60 30 30
ESTABLISHMENT | 136(H)(4)

LICENSE
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Approval of Request | A.R.S. § 36- 90 30 60

for VARIANCE 136(H)(4)

under FC § 8-103.10

Approval of Plans A.R.S. § 36- 90 30 60

and Specifications 136(H)(4)

under FC § 8-201.11

Approval of HACCP | AR.S. § 36- 90 30 60

PLAN under FC § 8- | 136(H)(4)

201.13

Approval of A.R.S. § 36- 90 30 60
Inspection Form 136(H)(4)

Approval of Quality | A.R.S. § 36- 90 30 60

Assurance Program 136(H)(4)

R9-8-105. Issuance of License

A FOOD ESTABLISHMENT LICENSE issued by the REGULATORY AUTHORITY shall

bear the following information:

1. The name of the FOOD ESTABLISHMENT,

2. The street address of the FOOD ESTABLISHMENT,
3. The full name of the LICENSE HOLDER,
4. The mailing address of the LICENSE HOLDER, and

A unique identification number assigned by the REGULATORY AUTHORITY.

R9-8-106. License Suspension or Revocation

A. The REGULATORY AUTHORITY may suspend or revoke a FOOD
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ESTABLISHMENT LICENSE if the LICENSE HOLDER:

1. Violates this Article or A.R.S. §8 36-601, or

2. Provides false information on a LICENSE application.

|oo

A LICENSE revocation or suspension hearing shall be conducted as follows:

1. If the REGULATORY AUTHORITY is the Department, the hearing shall be

conducted in accordance with A.R.S. Title 41, Chapter 6, Article 10 and any rules

promulgated by the Office of Administrative Hearings:;

If the REGULATORY AUTHORITY is a local health department or public health

[N

services district to which the duty to comply with A.R.S. Title 41, Chapter 6,

Article 10 has been delegated, the hearing shall be conducted in accordance with

A.R.S. Title 41, Chapter 6, Article 10 and any rules promulgated by the Office of

Administrative Hearings; and

For all other REGULATORY AUTHORITIES, a LICENSE revocation or

|

suspension hearing shall be conducted in accordance with the procedures adopted

by a county board of supervisors as required by A.R.S. § 36-183.04(E).

R9-8-107. Food Safety Requirements

A. A LICENSE HOLDER shall comply with the United States Food and Drug

Administration publication, Food Code: 1999 Recommendations of the United States

Public Health Service, Food and Drug Administration (1999), as modified, which is

incorporated by reference. This incorporation by reference contains no future editions or

amendments. The incorporated material is on file with the Department and the Office of

the Secretary of State; is available to purchase from the United States Department of
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Commerce, Technology Administration, National Technical Information Service, 5285

Port Royal Road, Springfield, VA 22161, as report number PB99-115925, or from the

United States Government Printing Office, Superintendent of Documents, Mail Stop:

SSOP, Washington, D.C. 20402-9328, as ISBN 0-16-050028-1; and is available on the

Internet at http://www.fda.gov.

The material incorporated by reference in subsection (A) is modified as follows:

1.

|

|

|1

|©
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Where the term “permit” appears, it is replaced with “license”;

Subparagraph 1-201.10(B)(2)(a) is modified to read: “‘Food additive’ has the

meaning stated in A.R.S. § 36-901(7).”:

Subparagraph 1-201.10(B)(2)(b) is modified to read: “‘Color additive’ has the

meaning stated in A.R.S. § 36-901(2).”:

Subparagraph 1-201.10(B)(3) is modified to read: “‘Adulterated’ means

possessing 1 or more of the conditions enumerated in A.R.S. 8 36-904(A).”;

Subparagraph 1-201.10(B)(4) is modified to read: “‘Approved’ means acceptable

to the REGULATORY AUTHORITY or to the FOOD requlatory agency that has

jurisdiction based on a determination of conformity with principles, practices, and

generally recognized standards that protect public health.”;

Subparagraph 1-201.10(B)(14) is modified by deleting “or FOOD PROCESSING

PLANT™;

Subparagraph 1-201.10(B)(31)(c)(iii) is deleted;

Subparagraph 1-201.10(B)(32) is modified to read: “‘Food processing plant’

means a FOOD ESTABLISHMENT that manufactures, packages, labels, or stores
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FOOD for human consumption and does not provide FOOD directly to a

CONSUMER.”;

Subparagraph 1-201.10(B)(50)(a) is modified to read: “‘Packaged’ means bottled,

canned, cartoned, securely bagged, or securely wrapped.”:

Subparagraph 1-201.10(B)(54) is modified to read: “‘Person in charge’ means the

individual present at a FOOD ESTABLISHMENT who is responsible for the

management of the operation at the time of inspection.”;

Subparagraph 1-201.10(B)(69) is modified to read: “‘Regqulatory authority’ means

the Department or a local health department or public health services district

operating under a delegation of authority from the Department.”;

Paragraph 3-202.11(C) is modified to read: “POTENTIALLY HAZARDOUS

FOOD that is cooked to a temperature and for a time specified under 88§ 3-401.11

- 3-401.13 and received hot shall be at a temperature of 54° C (130° F) or above.”;

Paragraph 3-202.14(B) is deleted:

Paragraph 3-202.14(C) is deleted;

Paragraph 3-202.14(D) is deleted:

Paragraph 3-202.17(B) is deleted:

Paragraph 3-202.18(B) is deleted:

Paragraph 3-203.11(A) is modified to read: “Except as specified in ] (B) and (C)

of this Section, MOLLUSCAN SHELLFISH may not be removed from the

container in which they are received other than immediately before sale,

preparation for service, or preparation in a FOOD PROCESSING PLANT
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licensed by the REGULATORY AUTHORITY.”;

Paragraph 3-203.12(B) is modified to read:

“(B) The identity of the source of SHELLSTOCK that are prepared by a FOOD

PROCESSING PLANT licensed by the REGULATORY AUTHORITY, sold, or

served shall be maintained by retaining SHELLSTOCK tags or labels for 90

calendar days from the date the container is emptied by:

(1) Using an APPROVED record keeping system that keeps the tags or

labels in chronological order correlated to the date when, or dates during

which, the SHELLSTOCK are prepared by a FOOD PROCESSING

PLANT licensed by the REGULATORY AUTHORITY, sold, or served;

and

(2) If SHELLSTOCK are removed from their tagged or labeled container:

(a) Using only 1 tagged or labeled container at a time, or

(b) Using more than 1 tagged or labeled container at a time and

obtaining a VARIANCE from the REGULATORY AUTHORITY

as specified in 8 8-103.10 based on a HACCP PLAN that:

(i) Is submitted by the LICENSE HOLDER and

APPROVED as specified under § 8-103.11,

(ii) Preserves source identification by using a record

keeping system as specified under Subparagraph (B)(1) of

this Section, and

(iii) Ensures that SHELLSTOCK from 1 tagged or labeled
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container are not commingled with SHELLSTOCK from

another container before being ordered by the CONSUMER

or prepared by a FOOD PROCESSING PLANT licensed by

the REGULATORY AUTHORITY.”;

Paragraph 3-301.11(B) is modified by replacing “SINGLE-USE gloves” with

“non-latex SINGLE-USE gloves”;

Paragraph 3-304.12(F) is modified to read: “In a container of water if the water is

maintained at a temperature of at least 54° C (130° F) and the container is cleaned

at a frequency specified under Subparagraph 4-602.11(D)(7).”;

Section 3-304.15 is modified by adding a new Paragraph (E):

“(E) Latex gloves may not be used in direct contact with FOOD.”;

Section 3-401.13 is modified to read: “Fruits and vegetables that are cooked for

hot holding shall be cooked to a temperature of 54° C (130° F).”:

Paragraph 3-403.11(C) is modified to read: “READY-TO-EAT FOOD taken from

a commercially processed, HERMETICALLY SEALED CONTAINER, or from

an intact package from a FOOD PROCESSING PLANT that is inspected by the

FOOD requlatory agency that has jurisdiction over the plant, shall be heated to a

temperature of at least 54° C (130° F) for hot holding.”;

Subparagraph 3-501.14(A)(1) is modified to read: “Within 2 hours, from 54° C

(130° F) to 21° C (70° F); and”;

Paragraph 3-501.16(A) is modified to read: “At 54° C (130° F) or above; or”;

Subparagraph 3-501.16(C)(2) is modified to read: “Within 10 years of the
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adoption of this Code, the EQUIPMENT is upgraded or replaced to maintain

FOOD at a temperature of 5° C (41° F) or less.”:

Section 3-502.11 is modified by deleting “custom processing animals that are for

personal use as FOOD and not for sale or service in a FOOD

ESTABLISHMENT;”;

Section 3-603.11 is modified by deleting “milk”;

Paragraph 3-701.11(C) is modified by replacing “who has been restricted or

excluded as specified under § 2-201.12” with “who has any of the conditions that

require reporting to the PERSON IN CHARGE under § 2-201.11 or who has been

excluded by the REGULATORY AUTHORITY under the communicable disease

rules at 9 ALA.C.6";

Subparagraph 4-602.11(D)(7) is modified by replacing “60° C (140° F)” with

“54° C (130° F)™;

Section 5-101.13 is modified to read: “BOTTLED DRINKING WATER used or

sold in a FOOD ESTABLISHMENT shall be obtained from APPROVED sources,

in accordance with 21 CFR Part 129 — Processing and Bottling of Bottled

Drinking Water (1989).”:

Paragraph 5-501.116(A) is modified by replacing “8§ 5-402.12” with “8§§ 5-402.13

and 5-403.11";

Section 6-501.116 is added to read:

“6-501.116  Vending Machine Signs.

The LICENSE HOLDER for a VENDING MACHINE shall affix to the
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VENDING MACHINE a permanent sign that includes:

1. A unigue identifier for the VENDING MACHINE, and

2. A telephone number for CONSUMERS to contact the LICENSE

HOLDER.”;

Paragraph 8-101.10(A) is modified by deleting “, as specified in 8 1-102.10,”;

Paragraph 8-201.11(C) is modified by replacing “as specified under { 8-

302.14(C)” with “as described in A.A.C. R9-8-103(A)(6)-(7)”:

Paragraph 8-304.11(D) is modified to read: “Require FOOD EMPLOYEE

applicants to whom a conditional offer of employment is made and FOOD

EMPLOYEES to report to the PERSON IN CHARGE the information required

under 8§ 2-201.11";

Paragraph 8-304.11(H) is modified by replacing “5 years” with “10 years”:

Section 8-304.20 is modified by replacing “as specified under 1 8-302.14(C)” with

“as described in A.A.C. R9-8-103(A)(6)-(7);

Section 8-402.11 is modified by adding the following at the end of the Section:

“The Department or a local health department or public health services district to

which the duty to comply with A.R.S. 8§ 41-1009 has been delegated by the

Department shall comply with A.R.S. § 41-1009 when performing inspections.”;

Section 8-403.50 is modified by deleting “Except as specified in 8§ 8-202.10,” and

capitalizing “the”:

Section 8-404.12 is modified by adding the following at the end of the Section:

“The REGULATORY AUTHORITY shall approve or deny resumption of
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operations within 5 days of the LICENSE HOLDER’S request to resume

operations.”;

Section 8-405.11 is modified by adding the following at the end of the Section:

“(C) The Department or a local health department or public health services district

to which the duty to comply with A.R.S. § 41-1009 has been delegated by the

Department shall not provide the LICENSE HOLDER an opportunity to correct

critical Code violations or HACCP PLAN deviations after the date of inspection if

the Department or the local health department or public health services district

determines that the deficiencies are:

(1) Committed intentionally:;

(2) Not correctable within a reasonable period of time;

(3) Evidence of a pattern of noncompliance; or

(4) A risk to any PERSON: the public health, safety, or welfare; or the

environment.

(D) If the Department or a local health department or public health services

district to which the duty to comply with A.R.S. § 41-1009 has been delegated by

the Department allows the LICENSE HOLDER an opportunity to correct

violations or deviations after the date of inspection, the Department, local health

department, or public health services district shall inspect the FOOD

ESTABLISHMENT within 24 hours after the deadline for correction has expired.

If the Department, local health department, or public health services district

determines that the violations or deviations have not been corrected, the
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Department, local health department, or public health services district may take

any enforcement action authorized by LAW based upon those violations or

(E) A decision made under subparagraph 8-405.11(C) or subparagraph 8-

405.11(D) by the Department or a local health department or public health

services district to which the duty to comply with A.R.S. § 41-1009 has been

delegated by the Department is not an appealable agency action, as defined by

A.R.S. §41-1092.”;

The following FC Sections are deleted:

a. Section 1-102.10,

b. Section 1-103.10,

C. Section 2-201.12,
d. Section 2-201.13,
e. Section 2-201.14,
f. Section 2-201.15,

a. Section 3-201.13,

=

Section 8-102.10,

Section 8-202.10,

I Section 8-302.11,

K. Section 8-302.12,
I Section 8-302.13,
m. Section 8-302.14,
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n. Section 8-303.10,
0. Section 8-303.20,
p. Section 8-303.30,
g. Section 8-402.20,
r. Section 8-402.30,
S. Section 8-402.40,
t. Section 8-403.10,
u. Section 8-501.10,
A Section 8-501.20,

W. Section 8-501.30, and

X. Section 8-501.40; and

45, The annexes are excluded.

R9-8-108. Inspection Standardization and Documentation

A. At each inspection, the REGULATORY AUTHORITY shall, at a minimum, inspect for

compliance with each of the applicable CRITICAL ITEMS in the following cateqgories:

1. Temperature control of POTENTIALLY HAZARDOUS FOODS, as required by

FC 8§ 3-401.11, 3-401.12, 3-403.11, 3-501.14, and 3-501.16;

2. EMPLOYEE health and hygienic practices, as required by FC 88§ 2-201.11, 2-
301.11, 2-301.12, 2-301.14, 2-401.11, 2-401.12, 2-403.11, 3-301.11, 3-301.12,
and 5-203.11;

3. Time as a public health control, as required by FC § 3-501.19;

4. FOOD condition and source, as required by FC 88 3-101.11, 3-201.11, 3-201.12,
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9.

3-201.14, 3-201.15, 3-201.16, 3-201.17, 3-202.11, 3-202.13, 3-202.14, 3-202.15,

3-202.16, 3-202.18, 3-203.12, 5-101.11, and 5-101.13;

CONSUMER advisories, as required by FC 8§ 3-603.11;

Contamination prevention, as required by FC 88 3-302.11, 3-302.13, 3-302.14, 3-

304.11, 3-306.13, 3-306.14, 4-601.11, 4-602.11, 4-702.11, 4-703.11, 5-101.12, 5-

201.11, and 5-202.11;

Date marking and disposal of READY-TO-EAT FOODS, as required by FC 8§ 3-

501.17 and 3-501.18;

Responsibility and knowledge of the PERSON IN CHARGE, as required by FC

88§ 2-101.11 and 2-102.11:; and

Compliance with a HACCP PLAN or VARIANCE, as required by FC § 8-103.12;

The REGULATORY AUTHORITY shall document its inspection results on an

inspection report form provided or approved by the Department. The inspection report

form shall include the following:

1.

2.

|©

The name and address of the FOOD ESTABLISHMENT inspected;

The LICENSE number of the FOOD ESTABLISHMENT inspected:;

The date of inspection;

The type of inspection;

A rating for each of the observed CRITICAL ITEMS listed in subsection (A),

using a rating scheme that indicates whether or not the CRITICAL ITEM was

met;

Space for comments, including observed violations of non-CRITICAL ITEMS:
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1. Signature and date lines for the PERSON IN CHARGE of the FOOD

ESTABLISHMENT:; and

8. Signature and date lines for the inspector conducting the inspection.

The REGULATORY AUTHORITY shall also document on the inspection form the

applicable CRITICAL ITEMS listed in subsection (A) that were not observed during the

inspection, unless the REGULATORY AUTHORITY has a quality assurance program

that has been approved by the Department under subsection (E).

If a REGULATORY AUTHORITY desires to create its own inspection form, the

REGULATORY AUTHORITY may request approval of its inspection form by

submitting a written request to the Department along with a copy of the inspection form

for which approval is sought. The Department shall approve an inspection form if it

determines that the inspection form satisfies all of the requirements of subsections (B)

and (C).

A REGULATORY AUTHORITY may request approval of a quality assurance program

by submitting a written request to the Department along with a description of the quality

assurance program for which approval is sought.

1. The guality assurance program shall include the following:

a. A system for monitoring the inspection reports completed by each

inspector every 6 months and comparing them to the reports of other

inspectors and the REGULATORY AUTHORITY as a whole with respect

to the number and types of violations documented during the same period;

=

Identification of each inspector whose inspection reports are incongruous;
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Reinspection of a representative sample of an inspector’s FOOD

ESTABLISHMENTS for which inspection reports are incongruous by a

quality assurance inspector within 30 days of identification of an inspector

under subsection (E)(1)(b) to determine whether the incongruous reports

indicate a misapplication of the rules by the inspector:;

Follow-up with each inspector determined by a quality assurance inspector

to have misapplied the rules:

i. If the inspector has not previously required follow-up, additional

training by a quality assurance inspector regarding any

misapplication of the rules by the inspector:

ii. If the inspector has previously received additional training under

subsection (E)(1)(d)(i), formal counseling by the inspector’s direct

supervisor and a quality assurance inspector; or

If the inspector has previously been formally counseled under

subsection (E)(1)(d)(ii), disciplinary action; and

Consideration by the REGULATORY AUTHORITY of any

misapplication of the rules by the inspector when completing the

inspector’s performance evaluations.

The Department shall approve a quality assurance program if it determines that

the quality assurance program satisfies all of the requirements of subsection

(E)(1).

Cease and Desist and Abatement
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Engaging in any practice in violation of this Article is a public nuisance.

If the REGULATORY AUTHORITY has reasonable cause to believe that any FOOD

ESTABLISHMENT is creating or maintaining a nuisance, the REGULATORY

AUTHORITY shall order the LICENSE HOLDER for the FOOD ESTABLISHMENT to

cease and desist such activity and to abate the nuisance as follows:

2. The REGULATORY AUTHORITY shall serve upon the LICENSE HOLDER for

the FOOD ESTABLISHMENT a written cease and desist and abatement order

requiring the LICENSE HOLDER to cease and desist such activity and to remove

the nuisance within 24 hours of receipt of the order at the LICENSE HOLDER’s

expense. The order shall contain the following:

a. A reference to the statute or rule that is alleged to have been violated or on

which the order is based,

=

A description of the LICENSE HOLDER’s right to request a hearing, and

A description of the LICENSE HOLDER’s right to request an informal

[©

settlement conference.

|

The REGULATORY AUTHORITY shall serve the order and any subsequent

notices by personal delivery or certified mail, return receipt requested, to the

LICENSE HOLDER'’s or other party’s last address of record with the

REGULATORY AUTHORITY or by any other method reasonably calculated to

gffect actual notice on the LICENSE HOLDER or other party.

|

The LICENSE HOLDER or another party whose rights were determined by the

order may obtain a hearing to appeal the order by filing a written notice of appeal
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with the REGULATORY AUTHORITY within 30 days after receiving the order.

The LICENSE HOLDER or other party appealing the order shall serve the notice

of appeal upon the REGULATORY AUTHORITY by personal delivery or

certified mail, return receipt requested, to the office of the REGULATORY

AUTHORITY or by any other method reasonably calculated to effect actual notice

on the REGULATORY AUTHORITY.

|1

If a notice of appeal is timely filed, the REGULATORY AUTHORITY shall do 1

of the following:

a. If the REGULATORY AUTHORITY is the Department or a local health

department or public health services district to which the duty to comply

with A.R.S. Title 41, Chapter 6, Article 10 has been delegated, the

notification and hearing shall comply with A.R.S. Title 41, Chapter 6,

Article 10 and any rules promulgated by the Office of Administrative

Hearings.

=

For all other regulatory authorities, the notification and hearing shall

comply with the procedures adopted by a county board of supervisors as

required by A.R.S. § 36-183.04(E).

6. If no written notice of appeal is timely filed, the order shall become final without

further proceedings.

The REGULATORY AUTHORITY shall inspect the FOOD ESTABLISHMENT 24

hours after service of the order to determine whether the LICENSE HOLDER has

complied with the order. If the REGULATORY AUTHORITY determines upon
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inspection that the LICENSE HOLDER has not ceased the activity and abated the

nuisance, the REGULATORY AUTHORITY shall cause the nuisance to be removed,

regardless of whether the LICENSE HOLDER is appealing the order.

If the LICENSE HOLDER fails or refuses to comply with the order after a hearing has

upheld the order or after the time to appeal the order has expired, the REGULATORY

AUTHORITY may file an action against the LICENSE HOLDER in the superior court of

the county in which the violation occurred, requesting that a permanent injunction be

issued to restrain the LICENSE HOLDER from engaging in further violations as described

in the order.
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